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(b) Classification. Class II (special
controls). The device is exempt from
the premarket notification procedures
in subpart E of part 807 of this chapter
subject to §866.9.

[47 FR 50823, Nov. 9, 1982; 47 FR 56846, Dec. 21,
1982, as amended at 63 FR 59226, Nov. 3, 1998]

§866.3225 Enterovirus nucleic acid
assay.

(a) Identification. An enterovirus nu-
cleic acid assay is a device that con-
sists of primers, probes, enzymes, and
controls for the amplification and de-
tection of enterovirus ribonucleic acid
(RNA) in cerebrospinal fluid (CSF)
from individuals who have signs and
symptoms consistent with meningitis
or meningoencephalitis. The detection
of enterovirus RNA, in conjunction
with other laboratory tests, aids in the
clinical laboratory diagnosis of viral
meningitis caused by enterovirus.

(b) Classification. Class II (special
controls). The special control is FDA’s
guidance document entitled ‘‘Class II
Special Controls Guidance Document:
Nucleic Acid Amplification Assay for
the Detection of Enterovirus RNA.”
See §866.1(e) for the availability of this
guidance document.

[74 FR 8, Jan. 2, 2009]

§866.3235 Epstein-Barr virus sero-
logical reagents.

(a) Identification. Epstein-Barr virus
serological reagents are devices that
consist of antigens and antisera used in
serological tests to identify antibodies
to Epstein-Barr virus in serum. The
identification aids in the diagnosis of
Epstein-Barr virus infections and pro-
vides epidemiological information on
diseases caused by these viruses. Ep-
stein-Barr viruses are thought to cause
infectious mononucleosis and have
been associated with Burkitt’s
lymphoma (a tumor of the jaw in Afri-
can children and young adults) and
postnasal carcinoma (cancer).

(b) Classification. Class I (general con-
trols).

§866.3240 Equine encephalomyelitis
virus serological reagents.

(a) Identification. Equine
encephalomyelitis virus serological re-
agents are devices that consist of anti-

§866.3255

gens and antisera used in serological
tests to identify antobodies to equine
encephalomyelitis virus in serum. The
identification aids in the diagnosis of
diseases caused by equine
encephalomyelitis viruses and provides
epidemiological information on these
viruses. Equine encephalomyelitis vi-
ruses are transmitted to humans by
the bite of insects, such as mosquitos
and ticks, and may cause encephalitis
(inflammation of the brain), rash,
acute arthritis, or hepatitis.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 65
FR 2311, Jan. 14, 2000]

§866.3250 Erysipelothrix rhusiopathiae
serological reagents.

(a) Identification. Erysipelothrix
rhusiopathiae serological reagents are
devices that consist of antigens and
antisera used in serological tests to
identify  Erysipelothrix  rhusiopathiae
from cultured isolates derived from
clinical specimens. The identification
aids in the diagnosis of disease caused
by this bacterium belonging to the
genus Erysipelothrir. This organism is
responsible for a variety of inflamma-
tions of the skin following skin abra-
sions from contact with fish, shellfish,
or poultry.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25046, June 12, 1989; 66 FR 38791, July 25,
2001]

§866.3255 Escherichia coli serological
reagents.

(a) Identification. Escherichia coli sero-
logical reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify Escherichia
coli from cultured isolates derived from
clinical specimens. Additionally, some
of these reagents consist of Escherichia
coli antisera conjugated with a fluores-
cent dye used to identify Escherichia
coli directly from clinical specimens or
cultured isolates derived from clinical
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